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§ 16.44 Communication to presiding of-
ficer and Commissioner.

(a) Regulatory hearings are not sub-
ject to the separation of functions
rules in § 10.55.

(b) Those persons who are directly in-
volved in the investigation or presen-
tation of the position of FDA or any
party at a regulatory hearing that is
required by the act or a regulation
should avoid any off-the-record com-
munication on the matter to the pre-
siding officer or the Commissioner or
their advisors if the communication is
inconsistent with the requirement of
§ 16.95(b)(1) that the administrative
record be the exclusive record for deci-
sion. If any communication of this type
occurs, it is to be reduced to writing
and made part of the record, and the
other party provided an opportunity to
respond.

(c) A copy of any letter or memoran-
dum of meeting between a participant
in the hearing and the presiding officer
or the Commissioner, e.g., a response
by the presiding officer to a request for
a change in the time of the hearing, is
to be sent to all participants by the
person writing the letter or the memo-
randum.

Subpart D—Procedures for
Regulatory Hearing

§ 16.60 Hearing procedure.
(a) A regulatory hearing is public, ex-

cept when the Commissioner deter-
mines that all or part of a hearing
should be closed to prevent a clearly
unwarranted invasion of personal pri-
vacy; to prevent the disclosure of a
trade secret or confidential commer-
cial or financial information that is
not available for public disclosure
under § 20.61; or to protect investiga-
tory records complied for law enforce-
ment purposes that are not available
for public disclosure under § 20.64.

(1) The Commissioner may determine
that a regulatory hearing is closed ei-
ther on the Commissioner’s initiative
or on a request by the party asking for
a regulatory hearing, in the request for
the hearing.

(2) If the hearing is a private hearing,
no persons other than the party re-
questing the hearing, counsel and wit-

nesses, and an employee or consultant
or other person subject to a commer-
cial arrangement as defined in § 20.81(a)
and FDA representatives with a direct
professional interest in the subject
matter of the proceeding are entitled
to attend.

(3) If the hearing is a public hearing,
it will be announced on the public cal-
endar described in § 10.100(a) whenever
feasible, and any interested person who
attends the hearing may participate to
the extent of presenting relevant infor-
mation.

(b) A regulatory hearing will be con-
ducted by a presiding officer. Employ-
ees of FDA will first give a full and
complete statement of the action
which is the subject of the hearing, to-
gether with the information and rea-
sons supporting it, and may present
any oral or written information rel-
evant to the hearing. The party re-
questing the hearing may then present
any oral or written information rel-
evant to the hearing. All parties may
confront and conduct reasonable cross-
examination of any person (except for
the presiding officer and counsel for
the parties) who makes any statement
on the matter at the hearing.

(c) The hearing is informal in nature,
and the rules of evidence do not apply.
No motions or objections relating to
the admissibility of information and
views will be made or considered, but
any other party may comment upon or
rebut all such data, information, and
views.

(d) The presiding officer may order
the hearing to be transcribed. The
party requesting the hearing may have
the hearing transcribed, at the party’s
expense, in which case a copy of the
transcript is to be furnished to FDA.
Any transcript of the hearing will be
included with the presiding officer’s re-
port of the hearing.

(e) The presiding officer shall prepare
a written report of the hearing. All
written material presented at the hear-
ing will be attached to the report.
Whenever time permits, the parties to
the hearing will be given the oppor-
tunity to review and comment on the
presiding officer’s report of the hear-
ing.

(f) The presiding officer shall include
as part of the report of the hearing a
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